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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of species I in the reply filed on August 1 0, 
2006 is acknowledged. 

2. Claims 1 6-1 8, 25, 36-38, and 40-43 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on August 10, 2006. Claims 36-38 were previously indicated as being generic clsiims. 
However, in reviewing the claims, it has been determined that claims 36-38 read on 
non-elected species II which is shown in Figures 3 and 4 and which is described in lines 
29-31 of page 1 7 of the specification. 

Drawings 

3. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the hollow tube ; 
defining at least one aperture, which comprises at least one front opening at a froht end 
of the tube and at least one side opening in a side of the tube, must be shown or the 
feature(s) canceled from the claim(s). Also, the hollow tube defining at least one - 
aperture, which is covered by at least one extension in the first position, must be shown 
or the feature(s) canceled from the claim(s). Also, the positions being axlally displaced 
and radially displaced must be shown or the feature(s) canceled from the claim(s). No 
new matter should be entered. 
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Corrected drawing sheets in compliance with 37 CFR 1 .121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended | 
replacement drawing sheet should include all of the figures appearing on the inimediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawjng' figure 
is to be canceled, the appropriate figure must be removed from the replacement ^heet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an : 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheef pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
4. Figures 1 A - 1 F should be designated by a legend such as -Prior Art- because 
only that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings ih 
compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to ob$truct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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5. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) j 
because reference character "110" has been used to designate both a stand in Figure 
1 F and a bore in Figures 2C and 2D and reference character "134" has been use| to 
designate both an inlet and an extension in Figure 5. Corrected drawing sheets in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoi<l 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. Each drawing sheet submitted after the filing date of 
an application must be labeled in the top margin as either "Replacement Sheet" oir "New 
Sheet" pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and infomied of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

6. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) ; 
because they include the following reference character(s) not mentioned in the 
description: 128, 210. Corrected drawing sheets in compliance with 37 CFR 1 .121 (d), 
or amendment to the specification to add the reference character(s) In the descripition in 
compliance with 37 CFR 1 .121(b) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, eVen if 
only one figure is being amended. Each drawing sheet submitted after the filing date of 
an application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, 
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the applicant will be notified and informed of any required corrective action in the pext 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

7. The disclosure is objected to because of the following informalities: The 
paragraphs in lines 3-5 of page 4 and in lines 14-15 of page 20 are unclear. Reference 
character 316 has been used for a skin flat in line 5 of page 18 and for a sheath in line 
19 of page 18. Appropriate correction is required. 

Claim Objections 

8. Claims 2-10, 14, 15, 20-24, 26-35, 39, 44, and 45 are objected to becauiselof the 
following infomialities: Claims 2-4 recite the limitation "said aperture" in line 1 . Claims 
5-9 recite the limitation "said impediment" in line 1. Claim 10 recites the limitation; "said 
body tissue" in line 1. Claims 14, 15, 44, and 45 recite the limitation "said extensions" in 
line 2. Claim 20 recites the limitation "the activating mechanism" in line 1. Claims 21-23 
recite the limitations "said extending", "said extensions", and "said intake of fluid" in lines 
1 and 2. Claim 24 recites the limitation "said extension" in line 2. Claim 26 recites the 
limitation "said one or more extensions" in line 2. Claim 27 recites the limitation "3aid 
apertures" in line 1 . Claim 28 recites the limitations "said catheter" in lines 1 and 2, 
"said extensions" in line 2. and "said body fluid" in line 3. Claims 29-31 recite the 
limitations "said catheter" in lines 1 and 2 and "said extensions" in line 2. Clairris 32 and 
39 recite the limitation "the one of more extensions" in line 1 . Claim 33 recites the 
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limitation "said one or more expandable elements" in line 1 . Claim 34 recites thej 
limitation "said one or more expandable element extensions" in lines 2 and 3. Claim 35 
recites the limitation "said expandable element" In lines 2 and 3. There is insufificient 
antecedent basis for these limitations in these claims. Appropriate correction is : 
required. 

Claim Rejections • 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
fomi the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described In (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a pe^tent 
granted on an application for patent by another filed in the United States before the inventibn by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

10. Claims 1-7, 9-15, 19,21-24, 27-34. 39, and 44-47 are rejected under 35 ; 
U.S.C. 102(b) as being anticipated by Kaplan et al (U.S. Patent No. 5,609,574). In 
Figures 1 and IE, Kaplan et al show an apparatus or device comprising a hollow tube 
(20) with apertures (22 and 34). expandable resilient extensions (28 and 32), and an 
activating mechanism (40). The extension is operative in a deflated or first position and 
an inflated or second position by the manual activation of the activating mechanism. 
The activating mechanism includes a reservoir containing expansion fluid which is used 
to expand the extension. In the first position, the extension is near the aperture (22). In 
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the second position, at least part of the extension extends away from the aperture. 
Figure 6 shows the hollow tubes with additional apertures (34). As to claims 5-7, 9, and 
10, In Figures 8A, 8B, and 17A- 17D, an impediment (S) in the form of an aggregate of 
solid material or inflamed body tissue which is located down flow from the hollow tube or 
at least partly within the hollow tube is shown. In lines 46-56 of column 1 3, Kaplan et al 
disclose that an agent or impediment may be located partly within the hollow tube. As 
to claims 1 1 and 12, Kaplan et al teach that the device may be left in a the patient's 
body between treatments (lines 1-10, column 17) and disclose the claimed stmctural 
elements of the device, thus, the device of Kaplan et al is capable of being Implanted in 
a patient's vein for a period of one or more weeks and/or months. As to claims 21-24, 
Kaplan et al teach that the delivery of the fluid may be perfonned before, after, or during 
the inflation of the extension (lines 18-31 , column 16). As to claim 27, the apertures in 
Figure 6 would be covered by the wall tissue of a patient's vein as the device is I 
advanced In a deflated configuration through the narrow passages of the patient's body. 
As to claims 28-31, Kaplan et al disclose the tube comprising or having a material or 
fluid which Is delivered into the particular portions of a patient's body which include 
fluids which are capable of preventing aggregation of solids, clot formation, body tissue 
Inflammatory response, and bacteria colonization (see lines 53-67 of column 9 and lines 
36-49 of column 11). As to claims 44 and 45, Kaplan et al teach that the device may be 
adapted for veins, arteries, and other locations in a patient's body and disclose thb 
claimed structural elements of the device, thus, the device of Kaplan et al is capable of 
being adapted for an arm vein and fro an non-vein vessel. As to claims 46 and 47, at 
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least a part of the extension is axially displaced when it is in the inflated position and at 
least a part of the extension is radially displaced when it is in the inflated position. 
1 1 . Claims 1,3, 5-7. 9-1 5, 1 9-24, 26-35. 39. and 44-47 are rejected under 35 
U.S.C. 102(e) as being anticipated by Zadno-Azizi (U.S. Patent No. 6,958.059). In 
Figures 12 and 13. Zadno-Azizi shows an apparatus or device comprising a hollow tube 
(14. 420) with apertures (240, 460), a resilient expandable extension (12, 422), and an 
activating mechanism. The extension Is operative in a deflated or first position and an 
inflated or second position by the automatic activation of the activating mechanism (see 
lines 9-32 of column 6). The activation can also be considered to be partly manual 
(rotation of the knob). The activating mechanism includes a reservoir containing 
expansion fluid which is used to expand the extension. In the first position, the i 
extension is near an aperture. In the second position, at least part of the extension 
extends away from the aperture. As to claims 5-7, 9, and 10, in Figures 9A and 9B, an 
impediment (S) in the fomi of an aggregate of solid material or inflamed body tissue 
which is located down flow from the hollow tube or at least partly within the holloW tube 
is shown. As to claims 1 1 and 12, Zadno-Azizi discloses the claimed structural 
elements of the device, thus, the device of Zadno-Azizi is capable of being implanted in 
a patient's vein for a period of one or more weeks and/or months. As to claims 21-24, 
Zadno-Azizi discloses the claimed structural elements of the device, thus, the device of 
Zadno-Azizi is capable of being adapted such that delivery of the fluid may be 
perfomned before, after, or during the inflation of the extension. As to claim 26, in: 
Figure 1 1 B, Zadno-Azizi show an aperture (328) which is covered by the extension 
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(318) in a first or deflated position. As to claim 27, the apertures in Figure 12 woiild be 
covered by the wall tissue of a patient's vein as the device is advanced in a deflated 
configuration through the nan-ow passages of the patient's body. As to claims 28431 , 
Zadno-Azizi discloses the tube comprising or having a material or fluid which is 
delivered into the particular portions of a patient's body which include fluids whjch; are 
capable of preventing aggregation of solids, clot formation, body tissue inflammatory 
response, and bacteria colonization (see line 44 of column 13 to line 6 of column 14). 
As to claim 35. Zadno-Azizi teaches using an expansion fluid containing drugs which 
affect the fonnation of impediments (see lines 31-56 of column 13) and an expandable 
extension (422) which is pemneable to the drugs (see line 44 of column 17 to line 22 of 
column 18). As to claims 44 and 45. Zadno-Azizi teaches that the device may be; 
adapted for veins, arteries, and other locations in a patient's body and disclose thb 
claimed structural elements of the device, thus, the device of Zadno-Azizi is capable of 
being adapted for an arm vein and fro an non-vein vessel. As to claims 46 and 47. at 
least a part of the extension is axially displaced when it is in the inflated position and at 
least a part of the extension is radially displaced when it is in the inflated positibn.; 



Claim Rejections • 35 use § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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1 3. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kaiblan et 
al in view of admitted prior art (admission). Kaplan et al disclose a device which \f used 
In a patient's body and which Is capable of dislodging an impediment. However, Kaplan 
et al are silent on the specifics of the Impediment being a venous valve. Admlssibn 
discloses numerous Impediments or blockages which may be present in a patientis 
body including a vein valve, a regulariy occurring part of the body's vein system, which 
may blocl^ an aperture of a Inserted catheter or tube (see lines 5-13 of page 2 of ; 
applicant's specification). It would have been obvious to one having ordinary skill; in the 
art at the time the Invention was made to use the device of Kaplan et al to dislodge or 
unblock a venous valve as taught by Admission as a venous valve Is a well known form 
of blockage that can occur In the patient's body. 

Conclusion 

14. The prior art made of record and not relied upon Is considered pertinent to : 
applicant's disclosure. Herweck et al (U.S. Patent No. 6,955,661 ) disclose a tube with 
apertures and an expandable extension. Turner (U.S. Patent No. 5,638,812) and; 
Samson et al (U.S. Patent No. 6,547,760) disclose coatings for catheters. 

Any Inquiry concerning this communication or eariier communications from^the 
examiner should be directed to Bhisma Mehta whose telephone number is 571-272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the exanrjiner's 
supervisor, Kevin Simions can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8i300. 

infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 
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